Objective: To report on the results of the consensus process integrating evidence from preliminary studies to develop the first version of a Comprehensive ICF Core Set and a Brief ICF Core Set for depression. Methods: A formal decision-making and consensus process integrating evidence gathered from preliminary studies was followed. Preliminary studies included a Delphi exercise, a systematic review and an empirical data collection. After receiving training in the ICF and based on these preliminary studies, relevant ICF categories were identified in a formal consensus process by international experts from different backgrounds. 
INTRODUCTION
Depression is a mood disorder characterized by sadness, loss of interest in activities and decreased energy. Other symptoms include loss of confidence and self-esteem, inappropriate guilt, thoughts of death and suicide, diminished concentration and disturbance of sleep and appetite. A variety of somatic symptoms may also be present (1, 2) . Depression is associated with significant loss of quality of life (3, 4) , increased morbidity and mortality (5-7) and enormous economic burden, the largest component of which derives from lost work productivity (8) .
Global Burden of Disease analysis shows that unipolar depressive disorders are ranked as the fourth leading cause of burden among all diseases (1) . Depression accounts for 4.4% of the total Disability Adjusted Years (DALYs) and is the leading cause of Years Lived with Disability (YLD), accounting for 11.9% of total YLDs. By the year 2020, the burden of depression is expected to increase to 5.7% of the total burden of disease, becoming the second leading cause of DALYs lost. Worldwide it will be second only to ischaemic heart disease for DALYs lost for both sexes. If current trends for demographic and epidemiological transition continue, depression will be the highest ranking cause of burden of disease in the developed regions (1) .
Functioning is increasingly taken into account for the diagnoses of depression as well as for evaluating the effectiveness of treatments.
The American Psychiatric Association included the concept of functioning as diagnostic option for assessing major depressive disorder or dysthymic disorder in the fourth edition of its Diagnostic and Statistical Manual of Mental Disorders (9) .
Current recommendations refer to remission as the optimal outcome of treatment of depression (10) . Although there is no universally accepted definition for remission, remission criteria are currently primarily based on a significant reduction in the number and severity of symptoms and patients functioning (10) . The assessment of a significant reduction in symptoms is typically based on scores of symptomatic rating scales, such as the Hamilton Rating Scale for Depression (11) or the Montgomery Asberg Depression Rating Scale (12) . However, there is considerable uncertainty about the relevant domains of functioning and how to measure them.functioning (20, 22, 23) have been performed using a number of different generic measures, like the Short Form-36 (SF-36) (24), the Sickness Impact Profile (SIP) (25) , the Social Adjustment Scale (SAS) (26) and the Quality of Well-Being Scale (QWB) (27) , as well as a number of condition-specific instruments, such as the Quality of Life in Depression Scale (28) , the Social Adaptation Self-Evaluation Scale (29) , the Quality of Life Enjoyment and Satisfaction Questionnaire (Q-LES-Q) (30) , and the Depression-Specific Quality-of-Life Battery (DQOLB) (16) . Nevertheless, all these measures vary quite considerably regarding the domains of functioning included (3) .
It is also important to recognize that depressive disorders are most often reported to and managed by primary-care physicians (31) . In light of increasing patient demands and the limited time and resources available to primary-care doctors, the use of such measures to evaluate remission in patients with depression is almost impossible.
It would, therefore, be valuable to have a practical tool that covers the spectrum of symptoms and limitations in functioning of patients with depression.
With the approval of the new International Classification of Functioning, Disability and Health (ICF, formerly ICIDH-2 (ICF, formerly ICIDH-2 http://www.who.int/classification/icf) (32) , one can now rely on a globally agreed framework and classification to define the typical spectrum of problems in functioning of patients with depression. Based on the ICF generally-agreed-on list of ICF categories can be defined. Such lists can serve as Brief ICF Core Set to be rated in all patients included in a clinical study with depression or as Comprehensive ICF Core Set to guide multidisciplinary assessments in patients with depression. The objective of this paper is to report on the results of the consensus process integrating evidence from preliminary studies to develop the first version of both ICF Core Sets for depression, the Comprehensive ICF Core Set and the Brief ICF Core Set.
METHODS
The development of the ICF Core Sets for depression involved a formal decision-making and consensus process integrating evidence gathered from preliminary studies, including a Delphi exercise (33), a systematic review (34) and an empirical data collection, using the ICF checklist (35) . After training in the ICF and based on these preliminary studies, relevant ICF categories were identified in a formal consensus process by international experts from different backgrounds.
Twenty experts from 8 different countries attended the consensus process for depression. The professional background of the experts (6 psychiatrists, 6 physicians with at least a specialization in physical and rehabilitation medicine, 4 psychologists, 2 physical therapists, one nurse and one occupational therapist) covered the wide spectrum of limitations in functioning that occurs in patients with depression. The decision-making process for depression involved 3 working groups, 2 with 5 and one with 6 experts, respectively. The process was facilitated by the condition co-ordinator for depression (RB) and the 3 workinggroup leaders (PC, MH and JM).
RESULTS
The final cut-off vote to define the final number of categories to be included in the Brief ICF Core Set was not performed for the health condition depression, since 8 participants left the conference prematurely. Nevertheless, since the experts were requested in 2 ranking exercises to individually rank in order of importance for each ICF component a maximum of 15 ICF categories of the Comprehensive ICF Core Set to be included in the Brief ICF Core Set, the ranking exercises themselves represented a selection of categories to form the Brief ICF Core Set.
The tables on the preliminary studies (33) (34) (35) presented to the participants included 323 ICF categories at the second, third and fourth levels (163 on body functions, 22 on body structures, 91 on activities and participation and 47 on environmental functions).
Tables I-III show the second-and third-level ICF categories included in the Comprehensive ICF Core Set. Table IV shows the second-and third-level ICF categories selected for the Brief ICF Core Set, as well as the rank order by component allotted to the ICF categories in the second ranking exercise.
Comprehensive ICF Core Set
The number of second-and third-level categories in the Comprehensive ICF Core Set is 121, with 89 categories at the second level and 32 categories at the third level. The 32 thirdlevel categories constitute a further specification of 9 categories on the second level.
The 121 Solving problems d177
Making decisions d210
Undertaking a single task d220
Undertaking multiple tasks d230
Carrying out daily routine d2301
Managing daily routine d2302
Completing the daily routine d2303
Managing ones own activity level d240
Handling stress and other psychological demands d310
Communicating with -receivingspoken messages d315
Communicating 
DISCUSSION
The formal consensus process integrating evidence from preliminary studies and expert knowledge at the third ICF Core Sets conference led to the definition of the Comprehensive ICF Core Set for multidisciplinary assessment and the Brief ICF Core Set. A main challenge during the decision-making and consensus process was to avoid the diagnostic perspective of depression in favour of a broader perspective to describe the whole experience of functioning and disability of patients with depression. Therefore, it is not surprising that the overlap between ICD, which reflects the diagnostic perspective, and the ICF, which reflects a broader perspective of functioning and health, was an issue explicitly discussed in the group of experts on depression.
The Comprehensive ICF Core Set for depression is the second largest (after stroke) among the 12 Comprehensive ICF Core Sets developed for the most burdensome chronic conditions. The fact that 121 categories were included in the Comprehensive ICF Core Set reflects the importance of and complex limitations in functioning and the numerous interactions with environmental factors relevant in patients with depression.
No category from the component body structures was selected. The inclusion of the category s110 structure of the brain was discussed among the different experts. At the end of a long discussion, they decided that the brain is a relevant body structure, but not an indispensable body structure to comprehensively describe the functioning and health of patients with depression. The structure of the brain was, therefore, not included in the ICF Core Sets.
Since depression is a mental disorder, it is not surprising that most of the functions selected within the component body functions are mental functions. Many of them are at the third level of the classification, showing that with regard to the mental functions both a broad conceptual and an in-depth understanding are required when addressing functioning and health of patients with depression.
Body functions, such as pain, sensations associated with cardiovascular, respiratory, digestive, muscular and movement functions, as well as weight maintenance and sexual functions, were also considered sufficiently relevant to be included in a multidisciplinary, comprehensive assessment and hence in the Comprehensive ICF Core Set.
Limitations and restrictions in activities and participation may, indeed, be most relevant to patients with depression. This is reflected not only by the fact that 48 categories of this component have been included, but also by the fact that all nine chapters of this component are represented in the Comprehensive ICF Core Set. Based on this result, it can be concluded that the group of experts participating in the conference considered ICF category title   e1101  Drugs  e165  Assets  e225  Climate  e240  Light  e245  Time-related changes  e250  Sound  e310  Immediate family  e320  Friends  e325 Acquaintances, peers, colleagues, neighbours and community members e330
People in positions of authority e340
Personal care providers and personal assistants e355
Health professionals e360
Health-related professionals e410
Individual attitudes of immediate family members e415
Individual attitudes of extended family members e420
Individual attitudes of friends e425
Individual attitudes of acquaintances, peers, colleagues, neighbours and community members e430
Individual attitudes of people in positions of authority e440
Individual attitudes of personal care providers and personal assistants e450
Individual attitudes of health professionals e455
Individual attitudes of health-related professionals e460
Societal attitudes e465
Social norms, practices and ideologies e525
Housing services, systems and policies e570
Social security services, systems and policies e575
General social support services, systems and policies e580
Health services, systems and policies e590
Labour and employment services, systems and policies The chapter attitudes represents more than one-third of the total number of environmental factors included. This may reflect the high impact that the attitudes of the significant others, as well as the attitudes of society in general, can have on patients with depression. Persons suffering from mental and behavioural disorders still face stigma and discrimination in all parts of the world, thereby crucially influencing their individual behaviour, social life, general functioning and recovery (1) .
The relevance of mental health policy and service provision was discussed and recognized in the depression group. Five categories of the chapter services, systems and policies were thus included in the Comprehensive ICF Core Set. The high importance of the support and relationships from "significant others" for patients with depression is also reflected in the number of selected categories within this chapter. New directions in the treatment of patients with depression emphasize the need to involve the family or "significant others" in the treatment process (36) (37) (38) . In the Comprehensive ICF Core Set, the relevance of pharmacological therapy in depression, as well as the influence of factors of the natural environment, is also reflected by the inclusion of the categories drugs, climate, light, and time-related changes and sound.
Regarding the comprehensiveness of the ICF, it is most interesting to note that the panel of experts wanted to include an ICF category to address suicide but such a category is not contained in the ICF. Since Mood disorders, most often clinical depression, are found in as many as 90% of completed suicides (39) , such a category needs to be addressed in clinical studies and multidisciplinary assessments of patients with depression. Thus, the inclusion of a category addressing suicide should be considered in possible future revisions of the ICF. In addition, suicide is to be considered in the validation and testing studies of the ICF Core Sets.
It is important to recognize that the Comprehensive ICF Core Set with its 121 categories is still too long for different clinical settings, such as primary care. This emphasizes the The Brief ICF Core Set represents a far narrower view, focusing on the most important chapters and categories for the different components. Nevertheless, since no final vote was performed to define a final number of categories to be included in the Brief ICF Core Set in the depression group, extensive validation and testing of the Comprehensive ICF Core Set is also required to achieve a definitive Brief ICF Core Set that can then be compared with the results of the ranking exercise from the conference.
Irrespective of the fact that the organizers of the consensus process took much care in the selection of the experts and were successful in recruiting 20 experts with different professional backgrounds from 8 different countries, the results of any consensus process may differ with different groups of experts.
For all the above-mentioned reasons, the first version of the ICF Core Sets is only recommended for validation or pilot studies.
